[Novel therapeutics risk management].
The identification and assessment of risks, in particular, of new or innovative medicines, as well as risk mitigation are the most important tasks of pharmacovigilance. Pharmacovigilance activities should abide by the 'precautionary principle'. Risk management plans are a new tool for achieving this goal. The key elements of risk management plans include a drug-specific risk specification, a pharmacovigilance plan as well as appropriate risk communication procedures.